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‘[ ’/](: ,11)[) (/(!-:; b(~tcd inspection revealed that these devices are
,l(](]l~(:r-,~t.c!(j within the meaning of section 501 (h) of the Act, i n

B

t.)l(]t t.t)[: met:})o(]s used in, or the facilities or controls used for-
m<]r]~]f ~~(;t.l]r ir~cj, pack incj, storage, or inst~~llat}. on are not in
Cc)ll! ol-m(\rlcC? wi t-h the Good Manufacturing I)racticc (GMP) for
Mr:(l i(.:(~ 1 l)cvicc~ Rcqulation, Title 21, ~ag..~~~eral &gegu_lJ3~_lo u_f;

( (“~Ii<) , I’(\f”t. []20, as follows:

1. f“’,~ 1 l(IL-C of the device master record for each type of clcv ice
to include, or refer to the location of, the device
:~})ec i ! ic(lt ions including appropriate drawings, composit ior~,
f ot-m~] lr)t. ion, and component specifications, as required by
“’l (:1”1< H20. lH l(a).{. Ipor example:
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.B P(ICJC 2 - MI-. $;l]t~~:]z Akhtar

coI~t_,] ir~ exactly the identified elemental levels, or wtiether
cac)l (~cvice will contain elemental levels in accordance with
tll[! tt]ndard.

‘1’lle sol) T also states that each device will be
m(lnuf ,icture( according to .~provided by the

I)rovidc further information on whether these
will contai detailed specifications for each

Although SOP + states that a is
enclosed, there is not one. A~ of the device used
;1s (1 m{lster sample should be provided.

2. I:ail(lr-e of t))c device master record to include, or refer to
t.l~e locr]tion of, production process specifications includincj
tt)c i~~)propriatc equipment specifications, production
mvt.)~o(l:; , pt-oduction procedures and production environment
:;f)(jci f i(:,]t. ions, as requirec~ by 21 CFR 820.181(b) . For
(“x(im})]f’:

((1) chemical composition is not
ifl~>r)t i ! ic(l in the description of the process.

(t)) ‘I’tl (’l-(: (Ire no hdrdness test.inc~ results f-rem the
t.(:m[)(!r-ir)[~ contractor.

( c ) ‘l’)]f:r-c are no production procedures identifying at which
stages during the manufacturing the devices are

lf\)J~r(\t-ory ~ni~ly~ed for Clement.al content.

YOIII- !{ovumt)er- ~0, 1~~6, response states th~~t the Sop for t~~c
~ polishing process has been revised to incl~]dc
t.l~e ~)r-occss specifications includincj the chemical
~’omp(}:~i t- ion. Included with your response is a copy of tl~()

‘;(’l) ‘(’t- t~~~~po~i’’’icJpro’csswithth}”}”.
(:l)(’nli(. :(]l composition.
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st<ijr~ less steel. I>rovi. de further information detailinq tt~e

v
processes during which the devices are analyzed.

-J . Ipailurc to check and, where necessary, test for conformance
witt~ device specifications each production run, -lot or batch
prior- to release for distribution, as required by
21 Clfil< [120. 160. For example, there are no analysis rccor-d:;
o I- certit icatcs available demonstrate.nq that fi,nished
devices, i~re tested prior to distribution,

You~- November 30, 1996, response sLatcs that an SOP was
developed for testing all devices in SOP -* The
procedure outlines a process carried out to sample ancl
(Ifl(l lyze dl 1 sheet stainless steel at your facility.

YoLlr- rc~il >onse1 is not adequ~te. It does not include any
infer-mation on the testing of finished devices. There arc!
r~o ( ir]i:;l~cd (Ievicc testing, samplinc~, or process proccdllr-ec,
ifl(:r}t.i f i(fl(l in your response.

W(: ,1(’ktl(_)wlc(i(je that. you have subrnittc!d a response dated November
10, 1’)’) (), concerr~ir~cj our investigator’ s observations noted on t-.)~e
l(.j]-m 1“’I)A JI[{.J. We hi~vc reviewed your response and have concl(~(l~?(l
t.tl{lt it i :; not ,](i(2qu(3te for the r~nsons cited above.



({Li(\ 1 i ty ,ls:s~]rance systems. You are responsible for i.nvestigat. i n~j
~~r~ci cjet et-mining the causes of the viol~ati-ons identified by the
1’DA . If tl]c causes are determined to be systems problems, yo(]
must ]Jrompt. ly initiate permanent corrective actions.

III orcler- to facilitate FDA in making the determination that SIIC})
corrections have beer I;lade and thereby enabling FDA to withdraw
itfi [~clvisory to other federal agencies concerning the award of”
tjovernment contracts, and to resume marketing clearance, wc are
I-e({ucst.inq that you submit to this office on the schedule below,
cct”~i f ic,~tion by an outside expert consultant that it has
coI)(~\Ictc?cI an audit of your firm’s manufacturing and qual ity
,~:;:;~lr(~rlcc systems relative to the requirements of the device GM]’
ru(]~]l,~tiorl (21 CFR, Part B20) . You should also submit a copy of
t.lle c(~rlsult,~nt’s repoi-t, and certification by your firm’s C))ief
l;xvc(jt.iv~ Of-f icer (if other than yourself) trlat he or she h~~~
I.vviuwc(i t}]c consul tant.’s report and that your firm has i nit iilt[.’(~
or com~)l ctcd all corrections called for in the report.

‘l’t)(> (:(:rti f i cation of audits and corrections should be submi t-,t-.(:(l
to tt)i:x of f ice t)y the follow incj date?:



l’l(:(I:;C not. ity ti)is office in writing within 15 working days as t.o

Ltl(.! s~)ccif ic steps you have taken, or intend to take to prevent
tl~(’ I-(2(;iIrr QnCe of simildr violations. Please include any and al 1
tlf~(:~lt~~cr~t.,~tior~ to show th,~t itd~?quate correction has been achicv[:(l .
I II t 11(’ (:(1:;(’ of f ~lturc corr(?ct ions, an estimated date of
c(}rn[l 1et: iorl , ar~(l documcn tat ion sho’dincj plans for correction,
:;)10(1 1(1 bc included with your r~sponse to this letter. If the
(loc~]mct)t{lt ion is not in Encjlish, please provide a translation to
f(]ci lit<~te our review. Please address your response to:

Gcorqe Kroehling, Chief
General Surgery Devices Branch, I{ FZ- 323
I’oofl and [)rug Administration
center for Devices and Radiological }icalth
Off ice of Compl i.lnce
IJivi:;i(>n of I;nforccmcrlt. I
20’J}I (1(~i t.)~(.~r [load
I<c)~:kv i 1 1[’, M(II-yli\r I(i 20U’J() [J:;A

:;tlo\l 1(1 yo~l requi r-c any i~ssist(~nce in understanding the cor]t-e]]t:;
u 1 t)) i:; lf!ttcr-, do not hesitdtc? to contact Carol Shirk at t.l~e

t(1 ){)”’U (~(i(lr-e:;:; or {It (301) 594- 4595 or FAX (301) 594-4636.

Sir]uer(’ly yours,


